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§229.142. Dfinitions. Thefollowingwordsand terms, when used in the sections of thischapter, shdl have
the following meanings, unless the context clearly indicates otherwise.

(1) Adminiger - Thedirect application of aprescription drug by ingestion or any other meanstothe
body of apatient by: alicensed practitioner, an agernt of the practitioner, supervised by and under the order
of the practitioner; or, the patient, at the direction of or in the presence of a practitioner.

(2) Agent - A pharmecit, registered nurse, licensed practical/vocatiorig purse, physician’ sassgtar,
or any other health care professional authorized by federal and state ey 16 adlgeinister or dispense narcotic
drugs AL

(3) [1] Approved narcotic drug - A drug by the United States Food and Drug
Administration for maintenance and/or detoxificationef gperso pifysiologically addicted to opiate class of

drugs.

(4) [2] Approved narcoti€ dr t- Amit issued by the Texas Department of Hedthto an
batmee ram (NTP) which provides an gpproved narcotic drug for
dlrehabilitative services to opioid addicted individuds.

(5) [3] Approved tT " (ATT) - Themaximum number of patientsthe NTPisdlowed to treat at
any point in time under the approved permit. This number isbased on amaximum of 50 patientsfor each
counselor employed by the program.

(6) [4] Board's formd hearing procedures - The forma hearing procedures of the Texas
Department of Hedlth in Chapter 1 of thistitle (relating to Texas Board of Hedlth) for conducting hearings
on denid of gpplication, suspension, or revocation of permit.

(7) [5] Centrd regidtry - A processinwhichan NTP shdl share patient identifying information about
individuas who are gpplying for or undergoing detoxification or maintenance trestment on an approved
narcotic drug to a centra record system at the Texas Department of Hedlth, Drugs and Medica Devices
Divison, Audtin, Texas.

(8) Chemicd dependency counsdling - Face-to-faceinteractions between patients and counsgors
to hdlp patients identify, understand, and resolve issues and problems rel ated to chemica dependency.

(9) Chemica dependency counsglor - A qudified credentided counsdor, as defined in Title
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§229.142

40, Texas Adminigtrative Code (TAC), Chapter 150, or, counsdaor intern working under direct supervison
of alicensed counsdor or physician.

(10) Counsdor intern (Cl) - A person pursuing a course of training in chemica dependency
counsdling as defined in 40 TAC, Chapter 150.

(112) [6] Departmert - The Texas Department of Hedlth.

(12) DEA - Drug Enforcement Administration.

(13) Digpense- Preparing, packaging, compounding, or labdling for delivery aprescriptiondrugin
the course of professona practice to an ultimate user by or pursuant to the lawful order of apractitioner.
[Permit holder - Anindividual, incor porated entity, or gover nment entity’\who hasprovided assets

Texas Mentd Hedth and Me ."‘""t ionasa pnvate mentd hospital under Hedlth and Safety Code

577 [Texas Civil Statutes, Article 5547-88-5547-100]; or a hospital directly operated under the
authority of other statutes of the state.

(17) [9] Medicdl director - A phydcian, licensed to practicemedicinein thejurisdictioninwhich the
program islocated, who assumes responsibility for the administration of al medica services performed by
the NTP, induding ensuring [insuring] that the program isin compliance with dl federd, state, and loca
laws and regulations regarding the medica treatment of narcotic addiction with a narcotic drug.

(18) [10] Medication unit - A facility established as part of, but geographically dispersed (i.e,
separate) from a narcotic trestment program from which licensed private practitioners and community
pharmacists are permitted to administer and dispense anarcotic drug, and are authorized to collect samples
for drug testing or analyss for narcotic drugs.

(19) [11] Narcotic drug - A drug asdefined in Texas Controlled Substances Act, Hedlth and Safety
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Code, 8481.002(29)(A)-(D) [(C)] and Title 42, Code of Federal Regulations (CFR), Part 8.
88220.142 - 229.143

(20) [12] Narcotic treatment program (NTP) - An organization which has beenissued an gpproved
narcotic drug permit by the department and the permit has not been suspended, revoked, or
surrendered to the department.

(21) [14] Person - An individud, [A] corporation, organization, government or governmental
subdivision, agency, business trugt, partnership, association, or any other legd entity.

(22) Practitioner - as defined in Hedth and Safety Code, Chapter 481.

(23) [15] Program director - Anindividua who provides overdl adminigrative management to the
NTP under guiddines established by the permit holder and the medical director.

22 TAC 88193.1-193.6, and shall be approvedry/ e
Adminidration (SAMHSA) and the St adoned uthority (SMA).

(26) [18] State Methadone ",‘ horty (SMA) - The depatment [The Texas Department of
Health], Drugs and Medie4 @/ ‘

og; Dividon.

(27) Status Report=-=A n annud report submitted by the permit holder on aform provided by the
department. The content of the report is determined by the department.

(28) SAMHSA - Substance Abuse and Mental Hedlth Services Adminigration.

§229.143. Organization.

(&) Organization types. A narcotic trestment program (NTP) may be organized as an independent
sngle program or may be apart of acentraized organization. Each location site must receive independent
gpprova and, upon approval, beissued an gpproved narcotic drug permit. If an applicant isapartnership
or acorporation, dl individuashaving amgority or management interest in such corporation or partnership
must be identified.

(b) Persons responsible. Where two or more NTPs share a centrd administration (e.g., acity or
statewide organization), the person responsible for the organization is required to be listed as the permit
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holder for each separate participating program. An individud shdl indicate participation in the centrd
organization a the time of the application. The permit holder may fulfill al recordkegping and reporting
requirements for these programs, but each program must continue to

§8§229.143 - 229.145

receive separate approva. If a physcian assumes medical responsbility for more than one NTP, a
statement describing how medica services will be provided to each NTP shal be submitted to the

department.

(c) Medication unit. A program may establish amedication unit to facilitate the needs of patients
who are stabilized on an optimd dosagelevel. A medication unit islimited to adminigtering or digpensng a
narcotic drug and collecting samples for drug testing or andysis for narcotic drugs in accordance with
§229.148(h)(1). The only patients who shall be referred to a medication unit are those not in need of
frequent counsding, rehabilitative, or other services. The physician shdl be reponsible for making this
determination and documenting the patient’s record. |f a private practtioner wishes to provide other
sarvices besides administering or dispensing a narcotic drug aﬁd,aoldé:tl pe samples for drug testing or
analysisfor narcotic drugs, he or she must submit an aopllcaw{ Foy sepe '-:'.. approva asan NTP.

to, the following laws. Hedl
Occupations Code, Chapters
Occupations Code, Chéptér 201,
Nurses, [the Vocationg *‘i-" Act] Occupations Code, Chapter 302 [Texas Civil Statutes, Article
4528c]; the Texas Pharmacy Act, Occupations Code, Chapters 551-567 [Texas Civil Statutes, Article
4542a-1]; and the Licensed Professional Counselor Act, Occupations Code, Chapter 503 [T exas Civil
Statutes, Article 4512q].

(b) The permit holder shal assurethat the NTPisin compliancewith Title42 [21], Codeof Federd
Regulations, Part 8 [291], titled, “Opioid Drugs in Maintenance and Detoxification Treatment of Opiate
Addiction[Drugs Used for Treatment of Nar cotic Addicts].” To the extent that the Code of Federal
Regulations conflicts with these sections, these sections shal prevall.

[(c) The NTP sponsor must report to the Texas Department of Health (department) any
patient death which may be methadonerelated. Thereport shall be submitted in writing within
two weeks of the death. A detailed account of any adver sereaction to methadone will
be maintained in thepatient treatment record.]
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(Q) [(d)] All atationsin these sectionsto statutes or regulationsinclude those Satutes or regulaions
as amended.

§229.145. Application, Fees, Permits.
§229.145

(& Application.
(1) A complete narcotic drug treatment application provided by the Texas Department of

Hedth (department) must be submitted to the State M ethadone Authority (SMA) [depar tment] to apply
for an gpproved narcotic drug permit to operate a narcotic treatment program (NTP).

(2) A complete application filed in accordance with this subsection for an NTP will be
reviewed and evaluated by the department, in accordancewith 8229.281 of thistitle (relating to Processing
Permit Application Relating to Food and Drug Operation). An gpplication shal not be congdered complete
until an gpplication for an NTP has been submitted to the Drug Enforcement Adminigtration (DEA), [Texas
Commission on Alcohol and Drug Abuse (TCADA),] and to the Substance Abuse and Menta Hedlth
Sarvices Adminigration (SAMHSA) [Food and Drug Adminigratiop (FDA)]. If the program
goplication is denied by the department, the gpplicant shdl have an op iRy for a hearing pursuant to

§229.147 of thistitle (relating to Denid of Application; Suspens grogiREY o Ao p of Narcotic Drug Pamit).

anew gpplication in accordance with this subsection anetg asrequired in subsection (b)(2) of this
section. A [An approved] narcotic drug permit , upon approval,] toanew owner or new
location and the permit issued to the previo ,- QWNe a |on shdl bev0|d [r evokedW|thout hearlng]

(4 Curre ot - duas, and individuaswith ahistory of opiate usage (including
methadone) or_acohol withia=fwo years [one year] of application for a permit, are not digible for
ownership of an NTP.

(5) The number of patients that a clinic is gpproved to treat isin direct proportion to the
number of counselors employed by that clinic. This proportion is a maximum of 50 patients for each
counselor. TheNTP may exceed the counselor to patient ratio on atemporary basisto permit hiring of new
gaff when new admissions cause a ratio imbalance or when current staff leave and must be replaced.

(6) Applicants must provide to the department complete information for evauation of
criteria concerning location, funding, compliance history, and competency to operate an NTP.

(A) Scope. Thedepartment intendsthat new NTPlocations be established to serve
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diverse patient populations without singular regard to proximity of location to an existing program(s). The
department has established criteria to prevent competition for patients among NTPs
in the same area that may result in increased noncompliance with state and federa regulations and
compromised patient care.

§229.145

(B) Criteria. An gpplicant mugt affirmatively demondtrate the following:

(1) serviceahility of the program at the proposed location by providing the
department the following:

() a map showing proximity of the proposed NTP to existing
programs within athree-mile radius,

(I adescription of how the new programwill ensureit will provide
treatment services for an unserved population and not duplicate trestment services for existing patientsin
trestment at an established program in the areg;

(111 copiesof planned promotiona materiadss, advertisements, and
other techniques to publicize the proposed program; and

(1V) procedures that will be
enrolled in another dinic;

(ii) the source and “i' :

program,

fpplig ecompliance history of theapplicant, whichindudesany
issues reported to the department by HSAGFDA], DEA or any other regulatory agency;

A,‘
adeq

) adéquate planning and organizationd sructuredemondtrated by full and
complete answers submitted to all questions in the gpplication materials, and

(v) astatement that the applicant hasread, understood and agreed to follow
al federd and date regulations concerning operation of an NTP.

(b) Fees and fee assessments.
(1) Initid fee. A nonrefundable initid fee of $700 must be submitted dong with the

complete application for the purpose of evauation, ingpection, and processing of the request to operate an
NTP in accordance with subsection (8) of this section. An gpplication will not be consdered unlessthe
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applicationisaccompanied by theinitid fee. A nonrefundableinitia feeof $100 shdl be submitted for eech
medication unit requested in the initid gpplication.

(2) Annud patient fee. Upon issuance of the permit, the permit holder shal submit afee of
$20 for each patient which the NTP is approved to treat no later than 30 days after the
§229.145

permitisissued. A fee certificate will beissued for a 12-month period from date of issuance of the permit.
The current annud renewd patient fee certificate is transferable until its expiration dateonly inthefollowing
circumstances.

(A) to the permit holder of aprogram which relocateswith no changeaof ownership;
or

(B) to anew permit holder of a program which changes ownership a an existing
location.

(3) Annud renewa fee and current status report. A nonrefundable annua renewa fee of
$20 for each patient which the NTP is approved to treat shal be submitted by the permit holder to the
department by filing a renewa form and current status report provided by the department prior to the
expiration of the current fee cartificate. A program that [per son who] filesarenewd tegafter the expiraion

A ted
A OO

date must pay an additiona [$100 as a] ddinquency fee of $3 per patie St ram that filesa
current status report after the expiration date must pay adelinquency fegof $256 seartificate will be
issued for a 12-month period from the expiration date [of issuance 0 : [morma)

(A) A fee of $20 per patient shdl ,., Tn the event the permit holder
requests approval to increase the number of patients gppfio ged (oAt during the current fee-paid year. In

Jyefiumber of patients must bejudtified by demongrating thet the

facility and staff are adequate to treat the creesed number of patients.

(4) Medication unitfee. A nonrefundableannua renewal fee of $100 shdl bepaid for each
medication unit the permit holder may operate.

(c) Permit.
(1) All NTPs, persons, or organizations are required by the Health and Safety Code,

Chapter 466, to obtain an approved narcotic drug permit in order to provide trestment to patients with a
primary diagnosis of an opiate addiction.
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(2) An approved narcotic drug permit shal be issued by the department subsequent to
federd and state gpproval of an application as required in subsection (a) of this section, and payment of a
fee asrequired in subsection (b)(1) of this section which will provide authorization to operate an NTP.

§8229.145, 229.147

(3) Failureto pay the gppropriate fee asrequired in subsection (b) of thissectionisgrounds
for sugpension, revocation, or denia of apermit as provided in 8229.147 of thistitle (relating to Denid of
Application; Suspension or Revocation of a Narcotic Drug Permit).

(4) A permit issued by the department for the operation of an NTP isvdid only for the
location of the NTP stated on the permit [appliesboth to the per mit holder and tothe placewherethe
program isto be operated]. A permit issued by the department is not transferable from one facility to
ancther facility and must be surrendered to the department if the person holding the permit sdllsor otherwise
conveysthefacility to another person. If the permit holder sellsor otherwise conveysthefacility to another
person or changesthelocation of thefacility, anew gpplication must be submitted asrequired in subsection
(8 of this section and the fees must be paid as required in subsection (b) of this section. The previous
permit must be surrendered to the department as pecified in subsection (8)(3) of this section.

(5) A permit holder requesting to move an NTP to another location must submit a new

§229.147. Denid of Application; Suspension or Revocation of a Narcotic Drug Permit.

(& Fallure to comply with Chapter 466 or any of these sections shal be grounds for denid,
sugpension, or revocation of anarcotic drug permit.

(b) The commissioner may refuse an application for alicense or may suspend or revoke alicenseif
the applicant or licensee:
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(1) has been convicted of afelony or misdemeanor that involves mord turpitude;

(2) isan association, partnership, or corporation and the managing officer has been
convicted of afdony or misdemeanor that involves mora turpitude;

§229.147

(3) has been convicted of afdlony or misdemeanor in a state or federa court for [of]
theillegal use, sdeor transportation of narcotic drugs, barbiturates, amphetamines, or any other dangerous
or habit-forming drugs,

(4) is an association, partnership, or corporation and the managing officer has been
convicted of afdony or misdemeanor in a state or federa court for [of] the illegd use, sde or
trangportation of narcotic drugs, barbiturates, amphetamines, or any other dangerous or habit-forming
drugs,

(5) has had a permit to operate a narcotic trestment program denied [refused] , revoked,
surrendered, and/or suspended by the Texas Department of Health (department), Drug Enforcement
Adminidgration (DEA), Food and Drug Administration (FDA), and/or Substance Abuse and Mental Hedlth
Services Adminigration (SAMHSA); or [and]

(6) has obtained or attempted to obtain alicense by fraud or deception.

revocation of the permit and an opportunity for a hearing in accordance wA
hearing proceduresin Chapter 1 of thistitle (relating to Board of Hedlth),
for Emergency Orders under Hedlth and Safety Code, 8466041 [d@
suspending or revoking the permit].

(d) An gpplicant or permit holder ma ¢ infor recons deration conference with the
department prior to therequesting or setting of Srative hearing under this chapter. Therequest for
such aninforma recongderation may be iy agiél therequest for aforma hearing and will not waivethe

o)) f the informal reconsideration is adverse to the person.
Requestsfor theinformal recons deratiotresfirerence shall be addressed as provided in subsection (€) of this

section.

() If the gpplicant or permit holder requests ahearing or informal reconsideration, he/she shdl so
notify, in writing, the Texas Department of Hedlth, Drugs and Medicad Devices Division, 1100 West 49th
Street, Augtin, Texas 78756, within 15 days of receipt of the notice provided in subsection (c) of this
section[of an opportunity for a hearing]. If theagpplicant or permit holder does not request ahearing or
reconsi derationwithin the specified timein the natice, then the gpplicant or permit holder shall be presumed
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to have agreed with the [notice of an opportunity for a hearing shall be construed to be a notice of]
denid of the gpplication, or sugpension or revocation of the permit as stated in the notice.

(1) The request for ahearing and/or informal reconsderation shall:

§229.147

[(A) indicate if the applicant or permit holder will be accompanied by
counsel or other representative;]

(A) [(B)] indicate the name(s) of the person(s) who will represent the applicant or
permit holder; and

(B) [(C)] include an explanation of the specific point(s) that are being disputed.

(f) The department may takevegtiord und emergency orders of the Hedlth and Safety Code,
Chapter 466, to immediatelysug , approved narcotlc drug permit when approvai iswi thdraNn from
the permit holder by the SA )
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Legend: (Proposed New Rule)
Regular Print = Proposed new language

§229.148. State Operationa Requirements.
(8 Management and adminigtration.
(1) Human resources management.

(A) The narcotic treetment program (NTP) shdl employ a sufficient number of
quaified personnd to fulfill the service objectives of the program and to satisfy the intent of this section.

(B) Each NTP shdl natify the State Methadone Authority (SVIA) within seven
days, inwriting, of any changein the employment status of any of its program personnd. For new hires, the
employee' shome address and telephone number, copies of acurrent Texagdrt 7a’'s licenseand verification

L& a0d Texas Department of Public
Sdfety regigtrations shall be provided for physicians. Notice §f chage of medical director or program

(C) Employees who & ¢ " /
opiates (including methadone); or_attohal wifhin two'years; are considered risks to the security of drug
stocks and shall not have access "; drug $ ocks or to the drug dispensing area.

duties and respongibilities\da eséf egular review for continuing appropriateness, and documentation that
the descriptions are provided to the individua staff member.

(2) Program operations.

(A) Each NTP sndl provide medical and rehabilitative services and programs.
These sarvices should normally be made available at the primary facility, but the program sponsor may enter
into aforma documented agreement with private or public agencies, organizations, or inditutionsfor these
sarvicesif they areavailable e sewhere. The program sponsor, in any event, must be ableto document that
medica and rehabilitative services are fully available to patients. Any service not furnished at the primary
facility isrequired to belisted in any application for program gpproval submitted to the SMA. Theaddition,
modification, or deletion of any program serviceis required to be reported immediately to the SMA.

(B) Each program must notify the SMA in writing of clinic closure dueto

holidays, training, and emergencies.
§229.148
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(C) Each program must provide awritten responseto awarning letter issued by the
SMA within 15 days of the receipt of the letter.

(D) Each program must be ableto provide observed daily dosing six daysaweek.
(3) Patients’ rights and grievance procedures.

(A) Each program shdl develop and implement written policies regarding the
patients rights that include the following:

(i) the right to recelve a written copy of these rights, which include the
address and telephone number of the department, prior to admission,

exploitation;

V) , beinformed about theindividualized plan of trestment and to
paticipate in the planning, as abte
O~
treatment;

(vii) the right to accept or refuse proposed treatment;

(viii) the right to have persond information and medica records kept
private;

(ix) the right to make a complaint and receive a fair response from the
facility within a reasonable amount of time; and

(x) the right to complain directly to the department.
(B) Each program shall have awritten grievance procedure for patients and others
to present complaints, ether ordly or in writing, and to have their complaints addressed and resolved as

gopropriate in atimely manner.
§229.148
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(C) Each program shdl maintain documentation of grievances and complaintsand
the resolution in the patient’ s file.

(b) Fadilities and clinica environmentd.

(1) Each facility shdl have adequate and appropriate space and equipment to meet the
objectives of the program and the needs of each person receiving services.

(2) Each fadility shdl be in compliance with dl gpplicable locd hedlth, safety, sanitetion,
building and zoning requirements.

(3) All buildings and grounds must be congtructed, maintained, repaired and cleaned so that
they are not hazardous to the hedth and safety of the patients and Steff.

(4) The patient medication area must be physicaly separate fro

the waiting area.

ensure patient privacy.

(c) Risk management.

report oraly and in writing withNutwe eeksof the program’ sknowledge of the death. A detailed account
of any adverse reaction to an gpproved narcotic drug will be maintained in the patient trestment record.

(3) Security of drug stocks.

(A) Any theft, break-in, or diverson of drug socksfrom the dinic must bereported
to the SMA within 48 hours of discovery of the event.

(B) Adequate security isrequired to be maintained over drug stocks, and over the
manner inwhichitisadministered or dispensed. The program isrequired to meet the security Sandardsfor
the distribution and storage of controlled substances as required by the DEA, Department of Justice (21
CFR 1301).

§229.148
(4) Staff shal complete an incident report for dl sgnificant patient incidents including, but
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not limited to: violation of patients rights, accidents and injuries, medica emergencies, behaviord and
psychiatric emergencies, medication errors, medication adverse events, diverson, illegd or violent behavior,
loss of a patient record, and release of confidentid information without patient consent. The treatment
facility shdl ensure full documentation of the event is placed in the patient file; prompt investigation and
review of the Stuation surrounding the event; implementation of timely and appropriate corrective action;
and ongoing monitoring of any corrective actions until al corrections have been made.

(d) Professiona staff credentials and devel opment.

(1) Each program shdl have and follow written policiesand proceduresfor training program
gaff. A minimum of 12 clock hours of training or ingruction must be provided annudly for each saff
member who provides treatment or servicesto patients. Such training must bein subjectsthat relaeto the
employee sassgned dutiesand respongbilities. Programsshdl maintain recordsthat each saff member has
received the required annua training and be ableto present copies of these recordstgihe department upon
request. .

(A) be alicensed hedlth care profesg
have worked in the fidd of substance abuse aminimul

employment.
(3) Medicd director.

(A) The medicd director shal be licensed to practice medicine in Texas and in
accordancewith 22 Texas Adminigirative Code (TAC), Chapter 163, and shdl haveworked inthefield of
addiction medicine aminimum of two years.

(B) Programsthat are unableto securethe services of amedica director who meets
the requirements of subparagraph (A) of this paragraph may apply to the SMA for avariance. The SMA
has the discretion to grant such a variance for the two years experience in the field of addiction medicine
when there is a showing that:

(i) the program has made good faith efforts to secure a qudified
§229.148

medica director, but has failed;
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(ii) the program can secure the services of a licensed physician who is
willing to serve as medicd director and participate in an in-service traning plan;

(iif) the program has developed an in-sarvice traning plan which is
acceptable to the SMA,;

(iv) the program has obtained the services of amedica consultant who
meetsthe requirements of subparagraph (A) of this paragraph above and will be availableto overseethein-
service training of the medicd director and the delivery of medica services at the program requesting the
variance.

(4) Physicians

there is ashowing that:

program has made good faith effortsto secureaquaified physician,
but hasfailed;

(ii) the program can secure the sarvices of a licensed physician who is
willing to serve as program physician and participate in an in-service training plan;

(i) the program has developed an in-sarvice training plan which is
acceptable to the SMA; and

(iv) the program employs a quaified medica director who has the
experience and credentia s specified in paragraph (3)(A) of this subsection or has completed thein-service
training program specified in paragraph (3)(B) of this subsection.

(5) Counsding staff shal meet the requirements of a quaified credentided counseor or
counselor intern in Texas as defined in 40 TAC, Chapter 150, unless exempted.

(6) Nursing gtaff shall be licensed to practicein Texasand in accordance with 22
§229.148
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TAC, Chapter 217 or 22 TAC, Chapter 235.

(7) Pharmacists shdl be licensed to practice in Texas and in accordance with 22 TAC,
Chapter 283.

(8) Other hedlth care professonas must be licensed in Texas and in accordance with
applicable Texas state regulations.

(e) Patient admission and assessment.
(1) Voluntary participation. The person responsible for the program shdl ensure that:

(A) apatient voluntarily choosesto participatein g rram;

are clearly and adequately explained to the patient;

(C) dll petients, with full kndige
informed written consent to trestment; and

professond certified or -:“ié:- in accordance with gpplicable Texas dtate regulations to determine
eligibility for admisson. No applicant may be processed for admisson until it has been verified that he or
shemeetsdl applicable criteria, and that the sources and methods of verification have been recorded in the

goplicant’ sfile. The screening process must include:

(A) verification, to the extent possible, of an gpplicant’ s identity including name,
address, date of birth, and other identifying data;

(B) history of narcotic dependence, evidence of current physiologic dependence,
and aphysica examination;

(©) medicd higory, including HIV datus, pregnancy, current medications
(prescription and non-prescription), and active medica conditions;

(D) pdtient history including, but not limited to, psychologicd and sociologicd

background, educationad and vocationa achievements, and current mental status exam;
§229.148
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and

(E) determination if the applicant needs specid services and determination that the
program is cgpable of addressng these needs ether directly or through referrd.

(3) Exceptions.

(A) Pregnant patients, regardless of age, who have had a documented opiate
dependency in the past and who may return to opiate dependency may be admitted to treatment and
placed on a maintenance regimen. For such patients, evidence of current dependence on opiates is not
needed if aprogram physcian certifiesin writing the pregnancy and findstrestment to be medicaly judtified.
Pregnant patientsare required to be given the opportunity for, and should be encouraged to access prenatd
care either by the program or by referrd to appropriate hedth-care providers. /|

(B) A person who hasresided in apend or g
month or longer may be admitted to maintenance trestment within g
|nst|tut|on W|thout documented evi dence of oplate depend

consent form. A person under 18 ysef age shdl not be given aninitid dose of narcotic drug until the
results of theadmisson urinaysisfor drugs of abuse arereviewed by the physician. All documents must be
kept in the patient’ s record.

(D) Under certain circumstances, a patient who has been treated and later
voluntarily detoxified from comprehensve maintenance treetment may be readmitted to maintenance
treatment without evidence to support findings of current physiologic dependence, up to two years after
discharge, if the program attended is able to document prior narcotic drug comprehensive maintenance
trestment of sx months ar more, and the admitting program physcian, in his or her reasonable clinicd
judgment, finds readmission to comprehensive trestment to be medicaly judtified. For patients meeting
these criteria, the quantity of take-home medication, if take-home medicationis permitted for the narcotic
drug, will be determined in thereasonable dlinica judgment of the program physician, but in no case may the
quantity of take-home medication be greater than would have been dlowed at the time the patient
voluntarily terminated previoustrestment. The admitting program physician or aprogram employee under
supervison of the admitting program physician must enter in the patient’ s record documented evidence of
the patient’s prior treatment and

§229.148
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evidence of dl decisonsand criteria used relaing to the admission of the patient and the quantity of take-
home medication permitted. The admitting program physcian shdl date and sgn these entries in the
patient’ srecord or review the hedth-care professond’ sentriestherein before the program administersany
medicationtothepatient. Inthelatter case, theadmitting program physician shdl dateand signtheentriesin
the patient’ srecord made by the health-care professiona within 72 hours of administration of theinitid dose
to the patient.

(4) Assessment. Each patient admitted to the program must be evaluated by the medical
director or program physician and clinicd staff who have been determined to be qudified by educeation,
training, and experience to perform such assessments. The purpose of such assessments
shdl beto determine whether maintenance treatment, detoxification, or drug free trestment will be the most
gppropriate treetment modality for the patient. The evauation must include an agdessment of the patient’s

needsfor other servicesincluding, but not limited to, medical, psychosociagl€ 9Ad , and vocationd. A
sgned and dated statement by the program physician, that he or she hag ; mented evidence
to support a one year history of opiate dependence and current opiate deflendene® and that in his or her
reasonable dlinica judgment, the gpplicant fulfillsthe requir 89 on to the program |sreqU| ired

disclosure of confidential infor at@
accurate and current informatio - ning the patient's treatment at the former program.

(B) The program physician or an gppropriately trained hedth care professond
supervised by the admitting program physician shdl consider data obtained from the trandferring program
that verifies the amount of time the patient has spent satisfactorily adhering to the eight criteria found in
subsections (i)(1)(A)-(H) of this section in determining if the patient may continue the same frequency of
clinic attendance permitted at the former program immediately before transferring to the new program.

(©) The program physician shdl not dlow the patient to atend the dinic less
frequently than the most recent schedule alowed at the former program unless:

(i) copiesof the patient’ srecords are obtai ned to sufficiently document the
patient’ s satisfactory adherence to federd and state regulations for the required time in trestment; and

(i) the physician has completed an evaluation of the patient that includes
congderation of the eight criteria in subsections (i)(1)(A)-(H) of this section and the
§229.148

additiond criteriafor attendance as found in 42 CFR, 88.12(i).
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(D) At aminimum, an agent of the practitioner from the admitting program shdl
document in the patient file and an agent of the practitioner from the transferring program must provide the
following information before the initid dose of narcotic drug is administered to atrandfer patient:

(i) the last date and amount of narcotic drug administered or dispensed at
the former program;

(ii) the length of time in continuous trestment;

(i) the most recent record of clinic atendance;
‘v

the past three months
program physician requests ik«
admission. If recordsare not obtained within 30 days, the program shdl consider the patient anew patient
and fulfill the minimum standards for admission.

(i) Thetrandferring program must supply patient medica records necessary
to fulfill the requirements of paragraph (5)(B)-(D) of this section in response to awritten request from the
patient. The program shall furnish copies of medica records requested, or asummary or narrative of the
records, including records received from a physician or other hedth care provider involved in the care or
treatment of the patient, pursuant to a written consent for release of the information as provided by
subparagraph (A) of this paragraph, except if the physician determinesthat accessto theinformation would
be harmful to the physica, menta, or emaotiond hedth of the patient, and the program may delete
confidential informeation about ancther patient or family member of the patient who has not consented to the
release. The information shall be furnished by the program within 30 days after the date of receipt of the
request. If the program deniestherequest, in wholeor in part, the program shdl furnish the patient awritten
gtatement, Sgned and dated, stating the reason for thedenia. A copy of the statement denying the request
gl

§229.148

be placed in the patient’ s record.

(F) Fees. Thetransferring program responding to arequest for medica records
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shall be entitled to recelve areasonable fee for providing the requested information. A reasonablefee shdl

be a charge of no more than $25 for the first 20 pages and $.15 per page for every page theresfter. In
addition, areasonablefee may include actud costsfor mailing, shipping, or ddivery. Theprogram providing
copies of requested medica records or a summary or a narrative of such records shal be entitled to
payment of a reasonable fee prior to rdlease of the information, unless the information is requested by a
licensed Texas hedth care provider for purposes of emergency or acute medica care. In the event the
program receives a proper request for copies of medica records or asummary or narrative of themedica

recordsfor purposes other than for emergency or acute medica care, the program may retain the requested
information until payment isreceived. In the event payment is not routed with such arequest, the program
shdl natify the requesting party in writing of the need for payment and may withhold the information until

payment of areasonablefeeisrecalved. A copy of theletter regarding the need for payment shall be made
part of the patient’s medica record. Medicd records requested pursuant to a proper request for release
may not bewithheld from the patient, the patient’ sauthorized agent, or the patient’ sdesignated recipient for
such records based on apast due account for medical care or treatment previoudy rendered to the patient.

(6) For record keeping purposes, if apatient misses gppointments for two weeks or more
without notifying theclinic, the episode of careis cons dered terminated and isto be so noted inthe patient’s
record. An exception determinaion would be in circumstances where the patient can provide
documentation of continuation of care. The documentation must be maintained inthe patient’ srecord. This
does not mean that the patient cannot return for care. If the patient doesreturn for care and isaccepted into
the program, the patient is consdered a new patient and is to be so noted in the patient’s record.
Cumulative time spent by the patient in treetment is counted toward the number of years of trestment,
provided there has not been a continuous absence of 90 days or more.

(7) Dud enrollment. Thereisadanger of drug dependent persons attempting to enroll in
more than one NTP to obtain quantities of drugsfor the purpose of sdf-adminidration or illicit marketing.
Therefore, drugs shal not be provided to a patient who is known to be currently receiving drugs from
another trestment program without prior gpprova fromthe SMA. Patientswho areknownto beenrolledin
morethan oneNTPat atimewill beforced to choose oneclinic for trestment. That patient must then begin
trestment as a completely new patient, including atending the clinic on a daily bads or aminimum of sx
days per week, for aperiod of sx months.

(8) Medicd Evduation. Each patient isrequired to haveamedica evaduaion by aprogram
physician or an authorized hedth-care professond under the supervision of a program physician on
admissontoaprogram. A patient isrequired to have aface-to-face meeting with the program physcianno
later than one week after admisson. A patient readmitted within Sx months

§229.148

after discharge does not require arepesat physical examination unless requested by the program physician.

The admisson medical evauation must be documented in the patient’s record and shdl include a a
minimum:
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(A) amedicd history including the required history of opiate dependence;

(B) evidenceof current physiologic and/or psychologic dependence unless excepted
under sections (€)(3)(A)-(D);

(©) invedtigation of the organ systems for possbilities of infectious disease,
pulmonary, hepatic, and cardiac abnormalities, and dermatol ogic sequelae of addiction;

(D) examingtion of the patient’ sgeneral appearance, head, ears, eyes, nose, throat
(thyroid), chest (including heart, lungs, and breasts), abdomen, extremities, skin, and neurologica
assessment; L

el follow the Mantoux technique, using 0.1 ml of purified protein
#ing five tuberculin units (TU) injected into the volar surface of the
forearm.

(B) Reaction to the Mantoux test shall beread by atrained health care worker 48
to 72 hours after the injection.

(C) Results should be recorded in millimeters (mm) in the patient’ s record.

(D) Peatients who had negative tuberculin skin tests on admisson must be retested
each year and results recorded in the patient’ s record.

(E) Patients with a pogtive skin test must have further diagnogtic evauation as
designated by the Centers for Disease Control and Prevention (CDC).

(F) Documented verification of follow-up on dl patients referred for tuberculosis
evauation must be placed in the patient’s record.

§229.148

(G) Patientswith previoudy positive PPD shdl not beretested. The program shall
obtain verification of diagnostic evaluation and thergpeutic follow-up, including preventive trestment or
trestment of tuberculoss. The patient shal be referred for further evauation if dispogtion cannot be
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verified. Documentation of the above shdl be placed in the patient’ s record.

(H) Immuno-suppressed popul ations shall be evaluated periodically asindicated to
rule out active tuberculogs, particularly after contact with persons known to be infectious. HIV-infected
persons with a pogitive tuberculin skin test (equd to or greater than 5 mm of indurations) should have a
chest x-ray and be evauated by aclinician to rule out active tuberculoss. HIV-infected individuas who
have symptoms suggestive of tuberculossshdl bereferred for chest x-ray and dinica evauation regardiess
of their tuberculin skin test saus. ,

(B) routi fe and mi croscopic urinaysis,
(C) liver functions profile; (SGOT, SGPT) and
(D) serological test for syphilis.

(11) Short-term detoxification. A patient may be admitted to short-term detoxification
regardiess of age. Take-homemedication isnot alowed during short-term detoxification. A history of one
year opiate dependence is not required for admission to short-term detoxification. No test or anaysisis
required except for theinitid drug screening test, and atuberculin kintest. Theinitid treatment plan and
periodic treatment plan eva uation required for comprehensive mai ntenance patients are not necessary for
short-term detoxification patients. A primary counselor must be assigned by the program to monitor a
patient’ s progress toward the goa of short-term detoxification and possible drug-free treatment referrd.
The narcotic drug is required to be administered daily by an agent authorized by the physician in reducing
doses to reach a drug-free state over a period not to exceed 30 days. All other requirements of
comprehendve maintenance trestment shall goply.

§229.148

(12) Long-term detoxification. A patient may be admitted to long-term detoxification
regardlessof age. The program physician shal document, prior to treatment, that short-term detoxification
isnot asufficiently long enough trestment course to provide the patient with the additional program services
he or she deems necessary for the patient’ srehabilitation. The narcotic drugisrequired to be administered
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dally in reducing doses to reach a drug-free state over a period not to exceed 180 days. The patient is
required to be under observation while ingesting the drug at least Sx days aweek. Initia and random
monthly drug screening urinalyses must be performed on each patient. Initid and monthly treatment plans
arerequired. All other requirements of comprehensve maintenance treetment shal apply.

(13) Denid of admission. If in the reasonable clinical judgment of the medicd director a
particular patient would not benefit from trestment with a narcotic drug, the patient may be refused such
treatment even if the patient meets the admission standards.

(f) Treatment planning.

(1) Initia trestment plan. The primary counsetQ < = the patient’s record the
counsdlor’ sname, the contents of the patient’ sinitia prienty, and theinitial trestment plan. Theprimary

counselor shall make these entriesimmediately after frégefient i stbilized on adose or within four wesks

outlines.

and the program;

(B)b =“ ord tasks a patient must perform to complete each short-term god;

(C) the patient’s requirements for education, vocationd rehabilitation, and
employment;

(D) themedical psychosocia, economic, legd, or other supportive servicesthat a
patient needs,

(E) thefrequency with which these services areto be provided and/or the sourceto
which the patient will be referred to receive the necessary services, and

(F) the treatment plan must be signed and dated by the primary counselor and the
patient.

(2) Periodic trestment planning. The program physician or primary counsdor
shdl review, reevaduate, and ater where necessary each patient’ s trestment plan at least once each 90
§229.148

days during the first year of trestment, and at least twice a year theregfter. The treatment plan must be
sgned and dated by the primary counselor and the patient. At least once ayear, the program physician
shdl review thetreatment plan documented in each patient’ srecord, and ensure that each patient’ s progress
or lack of progress in achieving the treetment gods is entered in the patient’s record by the primary

Proposed - 23



counsdor.

(3) The program supervisory counsdor or physcian shdl review and countersign dl
trestment plans formulated by counsdor interns.

(4) Counsding sessions.  Frequency and content of counsding sessions with patients
shdl be in kegping with patient needs and moddlity of treatment.

(9) Approved narcotic drugs.

receive mahadone in parenterd form
methadone shdl be dispensed in suc

obtained.

(2) Levo-aphaacetyl methadol (LAAM). The program medicd director shdl prescribe
LAAM in accordance drug manufacturer’ s dosing instructions and current best practices.

(3) A narcotic drug may be administered or dispensed only by an agent of the practitioner.
Thelicensed practitioner assumes respongbility for the amounts of narcotic drugsadministered or dispensed
and shal record and countersign al changes in dosage schedules. If the program keeps the record of
adminigration and dispensing of narcotic drugs separate from the patient’ sfile, the program shdl transfer
data from the dosing record to the patient’ sfile at least monthly.

(h) Tedting for licit and illicit drug use. Thephysician shdl ensurethat test resultsare not used asthe
sole criterion to force a patient out of treatment, but are used as a guide to change treatment approaches.
The program shall ensure that when test results are used, presumptive laboratory results are distinguished
from results that are definitive.

§229.148

(1) Urindyss. Andyssof suchtestsshal be performed in alaboratory approved under the
Clinica Laboratory Improvement Amendments (CLIA) and al applicable Texas state standards.

(A) The program shal ensure that an initid drug test or analysisis performed for
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each new patient, including permanent transfer patients, before the initia or maintenance dose is
adminigtered, and at least monthly random tests or andyses are performed on each patient in comprehensive
maintenance treetment.  When asample s collected from each patient for such test or anayss, it must be
done in amanner that minimizes opportunity for falsfication.

(B) The program must have and follow written proceduresfor the screening of urine
for licit and illicit drugs. The procedures shdl describe in sufficient detail a plan for collection, storage,
handling and andysisof urinesamples. The procedures shdl further describetfieprogram’sresponseto test
results that include at least the following;

\
Ji p.
é /

i %6 éalleeffon of urine that minimizes the opportunity for
falsification and incorporates the gflements bndomness and urprise;

arequirement for disclosure of urine screen resultsto the patient and
documentation in the patient record of program and patient response to the test results; and

(v) if apatient refusesto provideaurine sample, that shal be congdered the
same as a positive result for illicit drugs. Such refusals shal be documented in the patient record.

(C) Each sample must be andyzed for opiates, methadone, methadone metabolite,
amphetamines, cocaine, barbiturates, and benzodiazepines. In addition, if any other drug or drugs have
been determined by a program to be abused in that program’s locality, or as otherwise indicated, each
sample must beandyzed for any of thosedrugsaswell. If aprogram proposesto change alaboratory used
for such testing or analysis, the program shal notify the SMA inwriting and provide copies of any contracts
or agreements.

(2) Prescription Medications. The patient record shdl contain adequate documentation of
any prescription drug, other than methadone, that a patient may be taking, induding the name of the drug,
the prescription number, the dose, the reason for prescribing, the

§229.148

name of the prescribing doctor, the pharmacy's name and tel ephone number, the date it was prescribed, and
the length of time the patient isto be taking the drug.

(1) Unsupervised use.
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(1) The program physician shdl comply with 42 CFR, 88.12(i) regarding the
dispensing of take-home doses of medication. The program physician shdl adhereto thefollowing criteria
in determining whether a patient is responsible in handling narcotic drugs.

(A) absence of recent abuse of drugs (opioid or nonnarcotic), including acohal;

(B) regularity of clinic atendance;
(C) dbsence of serious behaviord problems at t

(D) absence of known recent criminal acfivity

home; and,

(H) whether the rehabilitative benefit to the patient derived from decreasing the
frequency of clinic attendance outweighs the potentid risks of diverson of narcotic drugs.

(2) Take-homeprotocol. Regardlessof timein trestment, aprogram physcianmay deny or
rescind the take-home medication privileges of a patient if any of the eight criteria found in subsections
() (D(A)-(H) of this section are not met.

(3) Trestment program decisions on dispensing opioid treatment medications to patientsfor
unsupervised use beyond that set forth in 42 CFR, §8.12(i)(1) shall be determined by the medical director
or progran phydcian  only. In ay event, a pdient may not be given more
than a two week supply of narcotic drugs beyond their current unsupervised use without prior approva
from the SMA.

(4) Packaging. Take-home medication must be packaged in specid packaging asrequired
by 16 CFR, §1700.14 in accordance with the Poison Prevention Packaging Act (Pub. L. 91-601, 15
U.S.C., 1471 et seq.) to reduce the chances of accidenta ingestion.
§229.148
(5) Labdling. The take-home medication must be labeled with the following:
(A) Clinic name, address, and telephone number;
(B) Theword “METHADONE” in larger capitd letters;
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(C) The phrase “Date Dispensed” or “Dispensed On”;
(D) The phrase “To Be Taken On”;

(E) Client’sname;

(F) Physcian’sname,;

whom prescribed”;

Prescribed”; and

(6) Petients mus o de a secure storage container for all take-home medications.
(j) Discharge from treatment.

(1) Voluntary discharge. If a patient decides to discontinue treatment, the program shall
ensure that the patient receives medica withdrawal or gppropriate transfer or referral. The program shall
not try to keep aclient in trestment by coercion, intimidation or misrepresentation.

(2) Involuntary discharge and termination from treatment. Involuntary discharge from
treatment isan action of last resort. Involuntary discharge occursin response to serious non-compliance or
behaviord problemswhere athresat to the well-being of the program, staff, or other patients outweighsthe
potentid risk of harmto theindividud patient. Examples of non-compliance or behaviord problemsincude
violence or the threet of violence, or drug deding.

(3) Discharge againgt medicd advice. The patient has the right to discontinue treatment
when he or she choosesto do so. The program shall explain the risks of leaving treatment.
§229.148

The phydcian, or agent of the practitioner, shal have a face-to-face consultation with the patient. The
physician shdl determine the schedule for withdrawa from opiate maintenance therapy to ensure humane
withdrawa. The program shal document the issue that caused the petient to seek discharge, and shall
provide full documentation in the patient’ s record of steps taken to avoid discharge.
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(4) Other typesof discharge. Discharge for non-payment of fees or other reasonsshall be
determined by the program physicianonly. The physician, or agent of the practitioner, shdl have aface-to-
face conaultation with the patient. The physician shal determine the schedule for withdrawa from opiate
maintenance therapy to ensure humane withdrawal and shal document the reason for the dischargein the
patient’ s record.

(k) Record keeping and documentation.

(1) Petient records.

exceptions to the minimtias -.-/ rements for admissoninto trestment, al admisson eval uations performed
by hedlth care professonds, dl medicd evauations performed by hedth care professonds, yearly trestment
plans, initid medica orders, and any other record required by the SMA.

(B) All patient records must be maintained in a secure room, locked file cabinet,
safe or other amilar container when not in use; and, accessibility shal belimited to saff directly involvedin
patient care.

(C) Theprogram shal ensurethat accurate records traceableto specific patientsare
mai ntained showing dates, quantity, and batch or code marks of the drug dispensed. Theserecords must be
retained for aperiod of threeyearsfrom the date of dispensing. An adequate record must be maintained for
each patient. The record is required to contain a copy of the signed consent, the date of each vist, the
amount of drug administered or digpensed, the results of each test or analysis for drugs, any sgnificant
physica or psychologica disability, thetype of rehabilitative and counsdling effortsemployed, an account of
the patient’ s progress, and other rel evant aspects of the treatment program. For recordkeeping purposes, if
a patient misses agppointments for two weeks or more without notifying the program, the episode of careis
consdered terminated and is to be so noted in the patient’ s record. This does not mean that the patient
cannot return for care. If the

§229.148

patient does return for care and is accepted into the program, thisis considered areadmisson andisto be
s0 noted in the patient’s record. In caculating the number of years of comprehensive maintenance
treatment, the period is consdered to begin on the first day the medication is administered, or on

readmission if a patient has had a continuous absence of 90 days or more. Cumulative time spent by the
patient in more than one program is counted toward the number of years of treatment, provided there has
not been a continuous absence of 90 days or more.
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(D) Confidentiality.

(1) The program must comply with the provisonsof 42 CFR, Part 2, and dll
goplicable Texas satutes and regulations, governing confidentidity of patient records.

(i) The program shal implement awritten policy to protect client records
and other client identifying information from loss, tampering, and unauthorized access or disclosure.

(iit) The program shal limit access to the records to siaff with job duties

\

requiring their use.

have accessto and to copy al records
CFR, Part 2. A treatment program eyt eved such records to anyone other than aregulatory authority
only when necessary in arelated administrative or court proceeding.

(E) All notations by NTP personnel on patient filesand other fileskept by the NTP
for purposes of this chapter shdl be typed, printed, or legibly handwritten so that any regulatory authority
can read the writing.

(F) An NTP may not refuse to dlow an inspection or otherwise interfere with
personnd of the SMA in the performance of their duties, including the photocopying of patient records
during an inspection. Itisaviolaion for an NTP not to fully cooperate in any ingpection by the SVIA.

(2) Records on the receipt, storage, and distribution of narcotic medication are subject
§229.148

to ingpection under federa and Texas controlled substances laws.

(3) Personnd records shal contain results of annual tuberculosis testing. Each employee
working in an NTP must receive an intraderma skin test usng the Mantoux technique at the sart of
employment and annudly theregfter. Programs shadl follow the Mantoux technique, using 0.1 ml of purified
protein derivative (PPD) tuberculin containing five tuberculin units (TU) injected into the volar surface of the
forearm. Reaction to the Mantoux test shal be read by atrained health care worker 48 to 72 hours after
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the injection. Results should be recorded in millimeters (mm) and documented in the employee' s file.
Employeeswho had negative tuberculin skintests at the start of employment must be retested each year and
results recorded in the employee’ sfile. Employees with a postive skin test must have further diagnostic
evauation as desgnated by the Centers for Disease Control and Prevention (CDC). Documented
veification of follow-up on al employees referred for tuberculosis evauation must be placed in the
employee sfile. Employeeswith previoudy positive PPD shdl not be retested. The program shall obtain
verification of diagnostic eva uation and therapeutic follow- up, including preventive trestment or trestmant of
tuberculoss. The employee shdl be referred for further evauation if digposition cannot be verified.

Documentation of the above shall be placed in the employee' sfile.

(4) Personnd records shdl dso contain a job description, employment application,
verification of credentids, evidence of a current driver’s license, job performance evauation completed
annudly and reviewed with the individua, and any other information required by law.
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Legend: (Proposed Amendments)

Single Underline = Proposed new language

[Bold Print and Brackets] = Current language proposed for deletion
Regular Print - Current language

§229.150. Centra Registry.

(@ The permit holder shal participate in the central registry for the purpose of sharing patient
identifying information asrequested by the department to prevent multiple enroliment of patientsin narcotic
treatment programs (NTPs).

(b) A narcatic drug shal not be provided to a patient who is known to be currently enrolled in
another NTP except when the patient is a temporary transfer patient.

(¢) The patient shdl dwaysreport to the same NTP unless prior gpprova isrequested by the parent
NTP's program physician or program director for the patient to receive treétrignt as atemporary transfer
patient at another NTP. |n any event, a patient may not be authorizgd Anorefthan two weeks away from
their home clinic without prior gpproval from the State M eihado(ne

(d) A central regidtry shdll be established by thedepgytmentawhich shal maintain arecord of the
patient’ s identification and the NTP to which each p&jéft is eyolled. Information shall be maintained in
accordance with confidentidity requirementsjrifhet :
42,88.12(q) [Title 21, Part 291.

(1) The fallowia§ changes in patient status: new patient, readmitted to the same dlinic,
admitted from another NTP as apermanent transfer patient, transferred to another narcotic maintenance or
detoxification program, deceased patient, or discharged (terminated) from maintenance or detoxification
treatment shall beidentified and reported to the central registry located at the Texas Department of Hedlth,
Drugsand Medical DevicesDivision, by telephone on the day the action occurs and written documentation
must be submitted within a24-hour period (or the next state working day immediatdly following weekends
or holidays).

(2) Each NTP s verbd and written report to the centra registry shdl identify and provide
the following information for each patient:

(A) name, address, and telephone number of the NTP, and approved narcotic drug
permit number;

(B) date action was taken (MO-DA-YR);
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§220.150
(C) action taken identified as:
(i) new patient, readmitted patient (NP); [or]
(ii) terminated patient (TP);

(i) permanent transfer-in patient [transfer inpatient] (TIP);

(iv) permanent transfer-out patient [transfer outpatient] (TOP); or [and]

(V) deceased patient (DP); and

driver’slicense, United States passport, militapy'ig ‘;
containing a photograph of the patlent[ ;"‘4 S
the patient] or other identifi )

Sl\/lA[StateMethadoneAuthorlty] apaientis
not able or willing to furnish her ired ‘ ocuments the program shall contact theSl\/IA within 72 hoursto

,.-u. ment in the patient’s s file atten attempts to induce the patient to obtain state
|dent|f|cat|on before admlsson] [If a patient is not able or willing to furnish the required

documents, the program shall contact the State M ethadone Authority within 72 hour sto access
the Central Registry to check for possible duplicate enrollment and to discuss acceptable,

alternate formsof identification.]

(i) An identification number shal be congtructed using the following code
numbers for the patient:

(1) color of eyes. Brown (1), Blue (2), Green (3), Hazd (4), Gray
(5), and Other (6);

(1) date of birth gated in number digits with two digits for the
month, day, and year (example: January 9, 1953--010953);

(111) gender: mde (1) and femde (2); and

(V) race: White (1), Black (2), Hispanic (3), Asan (4), American
Indian (5), and Other (6).
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§§229.150 - 229.151

(i) An example of apatient identification number in accordancewith dause
(i) of this subparagraph for a patient with blue eyes, date of birth--January 9, 1953, mae, and whiteis
201095311. Pdientswith the same identification code will be assgned an aphabetica extension by the
SMA [If the NTP has more than one patient withthe sameidentification code, the subscript (A),
(B), and (C), etc., must be assigned] (for example 201095311A, 201095311B, €tc.).

§229.151. Approved Hospitd Narcotic Drug Detoxification Treatment.
(& Application.

sl narcotic drug detoxification
af SMA -162 filed with the
*DA 2636 filed with theFood
\ 363+€d with the Drug Enforcement
_}, patient narcotic drug detoxification.

(1) The hospita administrator must submit acomplete ho
trestment application provided by the department, a copy of fedeydl

and Drug Adminigtration (FDA)], and acopy of federd forret
Agency (DEA), to apply for an gpproved narcotic drugpermit

treatment of narcotlc addicts. T
to do so by federa or state le

(3) The ..«i"" adminigrator shal submit to [the FDA and] the department a generd
description of the hospital including the number of beds, speciaized trestment facilitiesfor drug dependence,
and nature of patient care undertaken.

(4) The hospitd pharmecist shal submit to [the FDA and] the department the quantity of
narcotic drugs anticipated to be used per year for narcotic addiction detoxification treatment.

(5) A member of the hospital medicad daff shdll be named by the adminisirator or chief of
medica gaff as the responsble physician for the narcotic drug detoxification treatment.

(6) A hospitd pharmacy registered by the Texas State Board of Pharmacy must be
registered as a narcotic treatment program (NTP) for detoxification by the DEA.

(7) A complete application filed in accordance with this subsection for an NTP will be
§229.151
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reviewed and eva uated by the department in accordance with 8229.281 of thistitle (relating to Processing
Permit Applications Related to Food and Drug Operations). Denid of gpplication shal be in accordance
with 8229.147 of thistitle (relating to Denid of Application; Suspension or Revocation of aNarcotic Drug
Permit).

(b) Fees,

(1) A nonrefundable initid fee of $200 must be submitted for each location or each owner
with the application for an ingpection, evaluation, and processing of the gpplication. Anapplication will not
be considered unless the gpplication is accompanied by the initid fee.

(2) The nonrefundable annual renewal fee of $200°Saa itted by the permit holder
to the department by filing arenewal form provided by the depértmest pijor tahe expiration of the current

fee catificate. A program that [person who] files a renew gfter the expiration date must pay an
additional $100 as a delinquency fee. A fee certifi cete wil] b s Sued for a 12-month period from the
expiration date [of issuance of the permit]. The dégartmeht may [wiII] not issue apermit if the currert

permit has been suspended, revoked, or su

(3) A datusr bmitted to the department along with the annua renewa fee.
A program that files acu;/erf@at It after the expiration date must pay a ddlinquency fee of $250.
(c) Permit.

() A hospita providing trestment to patients with a primary diagnosis of opiate addiction
must gpply for and be issued an gpproved narcotic drug permit by the department which shal remainin
effect until suspended or revoked by the department or surrendered by the permit holder.

(2) An gpproved narcotic drug permit authorizing the hospital to operate anarcotic drug
detoxification trestment program shall beissued subsequent to federal and state gpprova of the application
as required in subsection (a) of this section, and payment of the fee as required in subsection (b) of this
section.

(3) Fallure to pay the fee as required in subsection (b) of this section is grounds for
§2290.151
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denid of the gpplication, suspension, or revocation of the permit as provided in §229.147 of this title
(relating to Denid of Application; Suspension or Revocation of a Narcotic Drug Permit).

(4) A hospitd must be licensed as a chemica trestment facility under Hedlth and Safety
Code, Chapter 464, or have received an exemption from licensure standards from the Texas Commission
on Alcohol and Drug Abuse.

(5) A permit issued by the department for the operation of an approved narcotic drug
detoxification treetment program in ahospita appliesboth to the hospital owner and to the place wherethe
hospitd isto belocated. A permit issued by the department is not transfergble from one facility to another
facility and must be surrendered to the department if the person holging thie permit sdlls or otherwise
conveys the facility to another person. "

the location of the facility, anew application must b€ g
and feesmust be paid asrequired in subsection 8t Hsse

gfi orl,.thePermit issued to the previous permit holder and/or
pnd must be surrendered to the department by certified or

‘.
\

= Y\
)|

(7) The app r6¥/ed narcotic drug permit and the current fee certificate must be postedina
conspicuous location within the premises of the NTP.

[(d) Compliance by existing hospital NTPs]

[(1) On the effective date of the sections in this chapter, each hospital with an
existing narcotic drug permit shall be subject to the sectionsin thischapter. An NTP which may
be in noncompliance on the effective date of the sections will be allowed 90 days to achieve
compliance if the NTP isin compliance with Code of Federal Regulations, Title 21, Part 291,
except as otherwise provided in this subsection.]

[(2) Each existing permit holder shall be required to submit a report of current
statusform provided by the department. Thereport form shall be completed and returned with
thefeeasrequired in subsection (b)(1) of thissection, to the department within 30 daysof receipt
of thereport form. After evaluation and approval of the information on the report of current
satusform, a new approved narcotic drug permit will be issued to the permit holder

§§229.151 - 229.152
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and the existing permit must be surrendered to the department by certified or registered mail
within 24 hoursfollowing receipt of the new approved nar cotic drug per mit.]

[(3) Each existing NTP shall submit the annual renewal fee as required in
subsection (b)(2) of this section.]

6] Ahesadea regulations on “Opicid Drugs
of Qpiate~Addiction [Drugs Used for Treatment of
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Legend: (Proposed New Rule)
Regular Print = Proposed new language

§229.153. Enforcement.

(a) Denid, Suspension or Revocation of Permit. Except for Emergency Orders under the Health
and Safety Code, 8466.041, after notice to an gpplicant or apermit holder and after the opportunity for a
hearing, the department may:

(1) deny an application of the person if the person failsto comply with this chapter or the
rules establishing minimum standards for the issuance of a permit adopted under this chapter; or

(2) suspend or revoke the permit of a person who has committed a Leve 1, 11, or 1lI
violation as defined in below.

(b) Adminigtrative Pendity. If aperson violatesthis chapter, arule adopted under thischapter, or an
order or permit issued under this chapter, the commissioner may assessan adminidrative pendty againg the

person.

() Criteriafor the assessment of adminidrative or civil pendties, Adminidrative pendtieswill be

assesad in accordance with the following criteria

(1) higtory of previous violations;

(2) seriousness of the violation;

(1) Severity Leve |, pendty of $7,500-10,000, coversviolaionsthat are most sgnificant
and have adirect negative impact on the public heath and safety including, but not limited to, adulteration,
misbranding, or false advertisng that resultsin fraud.

(2) Severity Leve |1, penalty of $5,000-7,500, covers violaions that are very sgnificant
and have animpact on the public health and safety including, but not limited to, adulteration, misbranding, or
fdse advertisng that resultsin fraud.

(3) Severity Leve 111, pendty of $2,500-5,000, coversviolations that are significant and
which, if not corrected, could threaten the public and have an adverseimpact on the public hedth and safety
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including, but not limited to, adulteration, misbranding, or fase advertisng that
§229.153

resultsin fraud.

(4) Severity Leve 1V, pendty of $1,250-2,500, covers violaionsthat are of more than
minor significance, and if left uncorrected, would lead to more serious circumstances.

(5) Severity Levd V, pendty of $500-1,250, coversviolationsthat are of minor safety or
fraudulent significance.

(e) Severity of avidlation. The severity of aviolation may be increased if the violation involves
deception, fraud, or other indication of willfulness. In determining the severity of aviolaion, there shdl be
taken into account the economic benefit gained through noncompliance.

(f) Adjustments to pendties. The department may make adjustments to the pendlties listed in
subsections (e), (f), or (g) of this section for any one of the following factg ‘

case-by-case basiswill dete good faith effort. All good fath effort(s) to comply with the department's
rulesand regulations must befully documented by the violator to merit consideration from the department as
to whether to reduce the proposed pendlty.

(3) Hazard to the hedlth and safety of the public. The department may consider the hazard
to the hedth and safety of the public. The penaty may be increased within the specified range of each
severity level when a direct hazard to the hedth and safety of the public isinvolved. It shdl take into
account, but need not be limited to, the following factors:

(A) whether any degth(s), disease or injuries have occurred from the violation;

(B) whether any exigting conditions contribute to a Situation that could expose
humans to a hedlth hazard;
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(C) the impact that the hazard has on various segments of the population such
§229.153

as children, surgicd patients, and the ederly; and
(D) whether the consegquences would be of an immediate or long-range hazard.

(9) Hearings, appedls from, and judicid review of fina administratjve eiégisions under this section
SGuerhmefft Code, Chapter 2001, and
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